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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachments ) 

1 ) Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) IE! Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of lnformal Patent Application 

Paper No(s)/Mail Date ajl. 6) □ Other: . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./Mail Date 20071014 



Application/Control Number: 10/507,513 Page 2 

Art Unit: 1615 

DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 22 is rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for a pravastatin delivery system for oral 
administration, does not reasonably provide enablement for the release profiles recite in 
claim 22. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention 
commensurate in scope with these claims. 

Enablement is considered in view of the Wands factors (MPEP 2164.01 (a)). 
These include: breadth of the claims, nature of the invention, state of the prior art, 
amount of direction provided by the inventor, the level of predictability in the art, the 
existence of working examples, quantity of experimentation needed to make or use the 
invention based on the content of the disclosure, and relative skill in the art. All of the 
factors have been considered with regard to the claim, with the most relevant factors 
being discussed below: 

Breadth of the claims: is broad, independent claim 22 recites a drug delivery 
system that requires a specific release profile, however, claim 22 does not specifically 
recite a dosage form with any structure that prompt the release profile. 
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Amount of direction provided by the inventor, with respect to the guidance, 
the present specification discloses at least two delivery system, one comprises a core, a 
subcoating, and an enteric coating; . the other requires a core, a subcoating, an enteric 
coating, an immediate release layer and another enteric coating over the immediate 
release layer. The specification discloses quite a large group of polymers for the 
subcoating, and a number of enteric coating polymers. The specification, however, 
does not teach how to precisely achieve the claimed release profiles given any 
controlled release dosage forms, using any type of polymers, and any type of enteric 
polymers. This is further impossible in view of the multitudes of types of suitable 
cellulosic polymers such as water-soluble, water-insoluble, and multitudes types of 
suitable enteric polymers such as pH dependent and pH independent. The specification 
does not provide any guidance as to how one can achieve the claimed specific release 
profile with any type of dosage structures, such as single coating layer, tablet matrix, 
and so on. Accordingly, a burdensome amount of research would be required by one of 
ordinary skill in the art to bridge this gap. 

As such, the practitioner would turn to trial and error experimentation in order to 
compose a delivery system comprising pravastatin, without guidance from the 
specification or the prior art. 

The quantity of experimentation: there is a substantial gap between a 
composition comprising the claimed drug in a specific dosage structure that renders the 
claimed release profiles, and one comprising any and all types of structures. As stated 
earlier, polymer coatings comprise a huge class of compounds, and not all of them yield 
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the same results with a given drug. Consequently, a burdensome amount of research 
would be required by one of ordinary skill in the art to bridge this gap. 

The relative skill of those in the art. is very high, e.g., Ph.D. or M.D. level 
technology. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 1 02(e)). 

Claims 1-3, 5, 8-10 and 14-17 are rejected under 35 U.S.C. 102(a) as being 
anticipated by Chen et al. WO 01/34123. 

Chen teaches a controlled release oral dosage form comprising compressed 
tablet core of pravastatin coating with a subcoating layer, and an enteric coating layer 
(page 14, 2 nd paragraph; and page 16). The core further comprises other additives, and 
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up to about 50% water swellable polymer such as cellulosic polymers (page 14, 3 rd and 
4 th paragraphs; and page 15). The subcoating comprises cellulosic polymers and 
plasticizer (page 17; and examples). The amount of drug is disclosed in the examples. 

Claims 1-17 and 22 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Butler etal. US 6,967,218. 

Butler teaches a controlled release dosage comprising pravastatin core, coated 
with an enteric coating (column 6, lines 15-24). Core comprises pravastatin, polyvinyl 
pyrrolidone, crospovidone, and other additives (column 7, lines 20-28; and column 14, 
lines 53-65). The dosage form further comprises a sealant or barrier coatings applied 
between the core and the enteric coating layer, and also outside the enteric layer 
(column 13, lines 44-62; and column 14, lines 53-65). The dosage form provides the 
claimed release profile (column 17, lines 40-65; and examples). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Butler et al. US 6,967,218, in view of Faour et al. US 6,491,949. 
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Butler is relied upon for the reasons stated above. Butler does not expressly 
teach the immediate release layer and a second enteric coating. 

Faour teaches a multi-layer controlled release delivery system comprising an 
external coating comprises an active agent for immediate release, in combination with 
an enteric polymer such as methacrylate-methacrylate acid copolymer (column 9, lines 
16-32). Thus, it would have been obvious to one of ordinary skill in the art to modify the 
controlled release composition of Butler to include the immediate release layer in view 
of the teaching of Faour to obtain the claimed invention, because Faour teaches a multi- 
layer delivery device suitable for a wide variety of drugs, because Faour teaches an 
immediate release outer coat for immediate delivery to the environment of use but with 
the protection of enteric polymer, because Butler teaches the desirability of obtaining a 
controlled release formulation with immediate release therapeutic effect, and because 
Butler teaches a controlled release dosage form with the claimed release profile. 

Pertinent Arts 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Chhabra et al. is cited as of interest for the teaching of multi- 
layer controlled release of pravastatin. 
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Correspondence 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan T. Tran whose telephone number is (571) 272- 
0606. The examiner can normally be reached on M-F 6:00 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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